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Hologic San Diego Collection, Transport and Lysis Kits gy unppe

HOLOGIC Declaration of Conformity _~~ONHLE
Ohject of the Declaration:
Begistered Name Catalog No. Basic UDI-DI
Aptima Unne Specimen Collection Eit 301040
for Male and Female Unne Specimens

gptuma Specimen Temsier Kt/ APHIZ | 301154C / PRD-05110

Aptima Unne Specimen Transport Tubes | 105575

Aptima Unisex Swab Specimen

Collection Kit for Endocervical and Male | 301041

Urethral Swab Specimens

Aptima Cervical Specimen Collection and 302657

Transport Kit =82
' i ' 54200453DIAGCOLLECTVT

épm'MUI-}{til:ﬁt Swab Specimen PRD-03546 23

Bapid fFN Test Specimen Collection Kit | PRD-01020

Panther Fusion Specimen Lysis Tubes PED-(4339

Hologic Specimen Lysis Tubes PED-05554
Hologic Direct Load Capture Cap

Collection Kit — CLASSIQSwabs PRD-06931
Hologic Direct Load Capture Cap PRD-06952

Collection Kit — FLOQSwabs

Technical File Eeference: TFS-00020

Manufacturer's Name and Address: Hologie, Inc.
10210 Genetic Center Dhive
San Dhego, CA 52121 USA

MManufacturer’s SEN: US-MF-000001646

Authorized Representative: Hologic BV
Da Vineilaan 5
1930 Zaventem
Belgium
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HOLOGIC

Hologic San Diego Collection, Transport and Lysis Kits
Declaration of Conformity 0N FILE

SIGNATURES

Authorized Reprezentative SEN:

Conformity Asseszment Procedurs:

Classification’ Conformity Assessment:

EC Certificate No. /
EC Certificate Expiration Diate:

BE-AR-000000127

Self-Certified; Ammex IT and III

Class A in vitre diagnostic device per Bule 5, Annex VIIT
of EUT 2017/746

Not Applicable
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. Hologic San Diego Collection, Transport and Lysis Kits SIGNATURES”
HOLOGIC Declaration of Conformity _~~ON FILE

Intended Purpose:

The Hologie SD Collection, Transport and Tysis Kits consist of a vanety of kits contaimng multiple
devices intended to be used as specimen receptacles for the collection and transpert or lysing of
humean biolegical specimens. The specimens collected are mtended to be used with vanous Hologic
diagnostic/screening assays.

Aptima Urine Specimen Collection Kit for Male and Female Urine Specimens

The Aptima Unine Specimen Collection Kit for Male and Female Unne Specimens is for use with
Aptima assays. The Aptima Unne Specimen Collection Eit is intended to be used for the collection
and transport of male or female urine specimens.

Aptima Specimen Transfer Kit / Aptima Specimen Transfer Kit — Printable

The Aptima Specimen Transfer Eit consists of transfer tubes contaming Specimen Transport Medinm
(STM) and 15 mtended for use with ligquid specimen media to enable testing with Aptima assays and
other Hologic products. The Aptima Specimen Transfer Kit allows for Aptima HPV assay and Aptima
HPV 16 18/45 genotype assay testing of gynecological specimens collected m ThinPrep Pap Test
vials containing PreservCyt selution, and specimens collected in SurePath Preservative Fluid freated
with Aptima Transfer Solution. The Aptima Specimen Transfer Kit may alse be used to enable testing
of viral transport media (VIM) contaming lesion swab specimens. Refer to the appropriate Hologic
product package insert for the indicated uses of the Aptima Specimen Transfer Eit for each product.

Aptima Urine Specimen Transport Tubes

The Aptima urine specimen transport fubes are for use with Aptima assays. The Aptima urine
specimen transport tube is intended to be used for the collection and transport of male or female urine
specimens.
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Aptima Unisex Swab Specimen Collection Kit for Endocervical and Male Urethral Swab
Specimens

The Aptima Unisex Swab Specimen Collection Kit for Endocervical and Male Urethral Swab
Specimens 15 for use with Aptima assays. The Aptima Unisex Swab Specimen Collection Kit is
mtended to be used for the collection of female endocervical or male vrethral swab specimens. The
Aptima Unisex Swab Specimen Collection it is also mtended for use with other climical specimen
matenal for processing, extraction, and analysis with other Hologic products as specified in ther
labeling.

Aptima Cervical Specimen Collection and Transport Kit

The Aptima Cervical Specimen Collection and Transport Kit is intended to be used for clinician
collection and transport of cervical specimens for use with the Aptima HPV Assay and Aptima HPV
16/18/45 Genotype Assay. Befer to the appropriate assay package inserts for additional assay specific
mformation related to the Aptima Cervical Specimen and Transport Kit.

Aptima Multitest Swab Specimen Collection Kit

The Aptima Multitest Swab Specimen Collection Kit 1s infended to be used for collection of the
following swab specimen types: vaginal, rectal. throat. penile meatal and lesions. Refer to the
appropriate assay package insert for appropriate specimen types. *Patient-collected vagmal swab
specimens are an option for screening women when a pelvic exam is not otherwise indicated The
Aptima Multitest Swab Specimen Cellection Kit has not been evaluated for home use. The Aptima
Multitest Swab Specimen Collection Kit for Multitest Swab Specimens 15 also intended for use with
other climical specimen matenal for processing, extraction, and analysis with other Hologie products
as specified in their labeling.

*Note: Patient Collection may also be available depending on the particular assay that the kit 15 being
used with. Fefer to the appropriate assay package msert.
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. Hologic San Diego Collection, Transport and Lysis Kits SIGNATURES”
HOLOGIC Declaration of Conformity .~ ONFILE

Aptima® Multitest Swab Specimen Collection Kit for SARS-CoV-2 Specimen Collection

The Aptima® Multitest Swab Specimen Collection Kit 15 mtended fo be used for elinician collection
of throat and nasal swab specimens and patient collection of nasal swab specimens i a healthears
setting for testing with Hologic assays to detect the presence of BNA for SARS-CoV-2 and other

respiratory vinises.

Eapid fEN Test Specimen Collection Kit

The Bapid fF Test Specimen Collection Eit contains specimen collection devices consisting of a
sterile, polyester-tipped swab and a specimen transport tube containing 1 ml extraction buffer. This
specimen collection device is mtended for collection of cervicovaginal specimens for the Eapid fFIN
Tests (Penlynx System Fapid fFN 100 System). Specimens should be obtained only duning a
speculum examination.

Panther Fusion Specimen Lysis Tubes

Specimen Lysis Tubes are intended to be used for processing specimens for use with Hologic assays.
Befer to the applicable assay package insert for appropriate Specimen Lysis Tubes and specimen types
authorized for use with each assay.

Hologic Specimen Lysis Tubes
Specimen Lysis Tubes are intended to be used for processing specimens for use with Hologic assays.
Fefer to the applicable assay package insert for appropriate Specimen Lysis Tubes and specimen types

authorized for use with each assay.

Hologic Direct Load Capiture Cap Collection Kit — CLASSIQSwabs
The Hologie Direct Load Capture Cap Collection Eit — CLASSIQSwabs 13 intended to be used for
clinician collection of OP and nasal swalb specimens and patient collection of nasal swab specimens in
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a health care setting for testing with Hologic assays to detect the presence of BINA for SARS-CoV-2,
influenza A vims (Flu A) and/or influenza B vims (Flu B).

Hologic Direct Load Capture Cap Collection Kit - FLOQSwabs

The Hologic Direct Load Capture Cap Collection it — FLOQSwabs is intended to be used for
clinician collection of mid-turbinate and nasopharyngeal (NF) swab specimens for testing with the
Aptima SARS-CoV-2 assay to detect the presence of ENA for SARS-CoV-2. The kit is also intended
to be used for clinician collection of NP swab specimens for testing with the Aptima SARS-CoV-
2/Flu assay to detect the presence of ENA for SARS-CoV-2, influenza A vims (Flu A) andor
influenza B virus (Flu B).

Declaration of Conformity to Standards:

The devices covered by the present declaration are in conformity with the European Union (EU) in vitro
Diagnostics Regulation (TVDE 2017/746), and, with any other relevant Union legislation that provides
for the issumg of an E1J declaration of conformity. The object of the declaration desenibed above is n
conformuty with the requrements of the following standards:

Standard Eevision Title

ENISO 18113-1 2011 In Vitro Diagnestic Medical Devices Information supplied by
the mamnfacturer {labeling) - Part 1: Terms, defimtions, and
general requirements.

ENIS0O 18113-2 2011 In Vitro Diagnostic Medical Devices Information supplied by
the mamufacturer (labeling) - Part 2: IVD reagents for
professional use

EN IS0 153231 2021 Medical devices - Symbals to be used with medical device
labels, labeling and information to be supplied — Part 1: General
IeqUIrements

EN IS0 13435 2016 Medical devices-Chuality management systems-Fequirements
for regulatory purposes

EN IS0 13612 2002 Performance evaluation of n vitro diagnostic medical devices

ASTM D4169-92A | 2016 Standard Practice for Performance Testing of Shipping
Containers and Svstems
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Standard Revision Title

EN ISO 23640 2015 In vitro diagnostic medical devices — Evaluation of stability of
in-vitro diagnostic reagents

EN 62366-1 2015+AMD1:2020 | Medical Devices-Application of usability engineering to
medical devices

EN 13975 2003 Sampling procedures used for acceptance testing of in vitro
diagnostic medical devices — Statistical aspects

ISO 2859-1 * 1999 Sampling procedures for inspection by attributes - Part 1:
Sampling schemes indexed by acceptance quality limit (AQL)
for lot-by-lot inspection

EN ISO 14971 2019 Medical devices-Application of risk management to medical
devices

BS EN 13641 2002 Elimination or reduction of risk of infection related to in vitro
diagnostic medical devices

* Pleasc note: 150 2359-1. 1999 is followal by the Hologie Direct Load Capture Cap Collection Kit CLASSIOS wats and the Hologie Direct Load
Crpture Cop Collection Kit- FLOQSwahs szead of BS EN 139752003

This EC declaration of conformity is issued under the sole responsibility of Hologic. Inc.

Signed for and on behalf of Hologic, Inc.

Qy sl £

San Diego, CAUS 3305, o,

Name //T)IA; Jill Wy‘nd} Director, Regulatory Affairs Place / Datd”
Revision History:
Reviston | Version/History Description Issue Date Regulatory Author
[ Initial Release 5/4/2022 Bryce Dzialo
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